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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 18 September 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 29 and 62-66 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) I3 Claim(s) 29, 62-66 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 



Claims 29, 62-66 are pending. 

Claims 1-28 and 30-61 have been cancelled. 

The rejection of the claims 29, 62-66 under 35 USC 103 over WO 96/30036 in view of WO 
97/36480, US 5773647, WO 95/28838 Leone -Bay et al , and US 4757066 Shiokari et al still 
stands. 

Applicants were right the previous rejection was in view of all the documents previously cited. 
Applicants argue the WO 96/30036 and W095/28838 does not disclose the 5-CNAC 
compound. It may be so. However it does disclose several other delivery agents similar to it. See 
for example XI, XIX, XX, XXVII, XXVIII on pages 5-8 and 51, 52 of the '036 document. 

US 577647 disclose the 5-CNAC as a delivery agent. See compound 



OH 



o 




COOH 



a 



8^N-2-h)\!iaxy-5^hfarab^ ic acid 



compound 109. 



Another similar compounds positional isomer is also 



o 




shown. 



8<2-hydroxy-4-<^oroteGZoyi)^ arid 
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The reference on columns 47 and 48 clearly disclose using them as delivery agents to deliver 
active agents through various biological barriers to humans , birds, chickens, insects and so on. 



(jdee^sMato sompf&*$ the ojricr oocapoujK2s dis- 46 described herein resuli fo m (flce«scd^fo*valJ«i&Uliyof itic 
Otawd above t»J waive age CIS aic effective in (fcli string actK* igem compared to adtnin£dr*iioaa of ihc active agem 
idivc treats to selected bialogical systjeru* a kmc, 

Active Agents 

Active i®coi* m\Me for tt*e in ibc presec! inveniaoa 
xotiiufe bfologkally otf etotiaiciJlv active agwsEs* cbtioxally 
aclm igcobv including,, but not limited to. fragrant**, as 
well o» other uxfce a«es» such as, for entujiple, «wtD«ic*. 

fifttogtail? <x dtoatictlly a#Lw igeois betosfc, but *re 
ocrt lixnlbcd Co. ptaticufca > pharmacological agents* and fben* 
panic agents, For exampfc, btotofiwally or eborcicaliy 
acifre a^eas* suJiat>Ise for u*e Id the posem toventferi 

racludc. but ave oat limits d to, peptides, acri parties Lniiy 
small peptides; banmcces, tnd particularly hormone* which 
by (fcratlvcd <j& aoi Hi only « Eirieti&a of it* «Sminiitaed 
dase passes timragh the ga£ra*inte kal msicas* ind/ar are 
sujceptiJle U> chemist^ ekivage by *cyfe and engross to 
Che ^'ju-iutcfjunl tiact; pol ysaccbixaks, -usd parTicularl? 
mixtures of mroco^ljracchanHes* cajbohydraBc*; lipids; oc 
«ay combirtaiwn <bcK<*C Barcber ex&mpks mclude, but if? 
cot limJwtl w„ himan grtwvth bormoo*« bovine gfowib 
baimaujes; growth releasing barraoncs; interferon*; 
ini*rleukirj-i; insulin; foepaslo, panlcu3*fty 1^ moto- 
lai 'WsijfM 2i£pfc&i£&3tOt£Ui; e/yibx<j£jieiao; tidal Aifflitttfe 
factor; antigens; cDooacEonai tali bodies; somatostatin; 
adrenoajrtic^ropto, g^oad^r^b retoing.boni»D« oxy* 
o&dxt; va^pec^n; cromolyn aodforo (sodiuua or diftdJua 



DETAILED DESCRIPTION OF THE 

1KVENTTON 4S 

Tbc specific eonopotiliOtfcof tfte pretcos invention iacfttde 
in sctim aganl tod a carrier. These «jmpc«£ttoc3 may be 
uk (3 to (klivwr vanous active- agent* ihcwigh vjmus 
biok^icat. du>mjCai sod physical tamers and arc putk&- JD 
larijr waited for deliveries active agents which arc Kibjecl to 
fcovinmteotat degra&iikro, Tfct cocopc«t»o$ of cbe subject 
tavctatoo ate p&nkulatiy useful for deH^eri(t$ or tdminfe- 
tcring bio3acjcaJJy ar chan£co% tctive aspcto to any ani« 
mab auch as bMs tocJsrd^ bui ikh Uralred to, cfcteJce-os; ^ 5 
mait»nab>, yxcti as pim&tcs taxi puti«iJarly huittaus; and 
insects. 

Ocher adx'acn*^ trf to presets* Kjvtm&n ii)c$mte thje usje 
of easj' w p^tp«e, iMxpeosfre t«w mat«dala% Tfec ooanpo- 

jiiicas ssxl the fcrarnlttkm mcllKxli of Lht pre sect in\*ni Uwj 
uc can eSsctive r sknpte to perform, audi amembte to 
indUSurtal Up for ^qfdi3Kscciai pf^uvlko). 

$uhGuueeo*v w€>lfl«u^l, artd intrana^t coadmlnfeija- 
tiou of m toive i$coi, at&h ax for exampk, m^ti^iuaai 

buraifi ^rawlh hoiniQnjC- (rbGtf); xaliixjaci3citrciin;heparLa, 45 
iBcladu^. but net Mied to, law molecular webjfat heparin; 
paraibyrtHd becoiime; aud <X*ip0^h£IS ua ttir^feii 



The compounds are thus used for a method of delivering active agents and reads directly on the 
limitation of claim 29, as it clearly discloses the active agents can be hormones. ( Calcitin falls 
within the scope of hormones). 



Even though applicants have limited their claims to atleast 50 % by weight , it does not bear any 
patentable weight as the reference may inherently have that limitation and also it does not have 
any unexpected results. 

It is correct that the reference do not specifically state "di" sodium salts , however they do 

specifically say salts. With 2 hydroxy groups it is obvious it would form a disodium salt. 

The reference 5,773,647 does recite or a salt thereof, which would encompass the disodium salt. 
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W&i! « claimed is: 

LA composition comprising! 

(A) « least ooc naive ageau; and 

<B) a confound having lbs following formula 




Claim 1 1 of the reference teaches the unit dosages too. 

Thus the rejection still stands. 

The above rejection can also be made on just the US 5,773,647 alone:- 

Claims 29, 62-66 are rejected under 35 U.S.C. 103(a) as being unpatentable over US 

5,773,647 alone. 

Applicants claims are drawn to a method of delivering salmon calcitonin with 5-CNAC 
disodium salt and also drawn to pharmaceutical compositions of the same and also other active 
ingredients. 

Determination of the scope and content of the prior art (MPEP §2141.01) 

US 5, 773,647 teaches the 5-CNAC and its salts as a delivery agent to deliver hormones etc. 

See the above arguments. See compound 109 



OH 



O 




and the claims which 



recites its salts also see page 44 wherein the active agent is calcitonin. 
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The inject able solution is brought back to pH 7.2 to 8.0 which is basic, (see page 46 'The 
delivery agents were reconstituted with distilled water and adjusted to pH 7.2-8.0 with either 
aqueous hydrochloric acid or aqueous sodium hydroxide. A stock solution of sCTwas prepared 
by dissolving sCT" ) hence it is obvious the solution would have the Na salts, and as there are 2 
hydrozyable OH's it would be obvious it would form a di sodium salt. 



The rejection of claims 1, 5, 9, 13-22, 29-58 and 64 ( now claims 29, 62-66) under 35 USC 1 12 

first paragraph still stands. Applicants have amended the claim to just 5-CNAC however claims 

62-66 are not limited to just the salmon calcitonin (sCT). It is drawn to a pharmaceutical 

composition with any active agent. That too a pharmaceutical composition. 

There is no written description that these have any "pharmaceutical " activity not is there any 

written description of what these active agents are., vitamins , growth hormones, interferons, 

human recombinant insulin , analogs , fragments and so on. Applicants do not have any 

description or even a partial structure of what is encompassed by these groups. 

Applicants definition of these groups are more to the function. 

Analogs, fragments mimetics, derivatives could be any chemical compound. 

Claim 66 has disintegrant, lubricant, plasticizer, colorant, and so on. They do not have a 

description and definition of what is encompassed by the term. 

In re Curtis 69 USPQ2d 1274. 
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Conclusion 



Claims 29, 62-66 are rejected. 

This action is not made final as examiner has reformulated the rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rita J. Desai whose telephone number is 571-272-0684. The 
examiner can normally be reached on Monday - Friday, flex time.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas McKenzie can be reached on 571-272-0670. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Rita J. Desai 
Primary Examiner 



R.D. 

November 28, 2006 




